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DETAILED ACTION 
Drawings 

1 . The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
, because they include the following reference character(s) not mentioned in the 

description: (11) as seen in Figure 1, (600) as seen in Figure 6, (760) as seen in Figure 
7, (800) as seen in Figure 8, (835) as seen in Figure 9 and (895) as seen in Figure 10. 
Corrected drawing sheets in compliance with 37 CFR 1 .121(d), or amendment to the 
specification to add the reference character(s) in the description in compliance with 37 
CFR 1.121(b) are required in reply to the Office action to avoid abandonment of the- 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheef or "New Sheet" pursuant to 37 
CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

^, Claim Objections 

2. Claim 10 is objected to because of the following informalities: 

3. The recitation "corrected data correlated to" in line 8 should read - - corrected 
data correlates to - -. Appropriate correction is required; 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of tlie appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 10-11 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Aoyama et al. (US 5921938 A). 

6. Aoyama et al. teaches an apparatus comprising: 

a. communication means capable of communicating with and receiving time 
data from an Implantable medical device, measuring means capable of 
determining an amount of drift or lost time In the time data relative to a reference 
time, and correction means capable of correcting the data by removing the drift, 
which may be a positive or negative time difference, so that the corrected data 
correlates to the reference time (as described in lines 1-12 of the abstract and in 
claims 1-2, 5,6, 8, 10, 12-13, 15 and 26). 

7. Claims 10 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
MacDuff et al. (US 6041 257 A). 

8. MacDuff et al. teaches an apparatus comprising: 

a. communication means capable of communicating with and receiving time 
data from an implantable medical device, measuring means capable of 
determining an amount of drift or lost time in the time data relative to a reference 
time, and correction means capable of correcting the data by removing the drift 
or lost time so that the corrected data correlates to the reference time (as 
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described in lines 45-62 of column 3 and in lines 17-34 and 41-45 of column 6); 
wherein the apparatus is capable of simultaneously synchronizing time data from^ 
multiple implantable medical device to the reference time (as described in lines 
20-22 of column 13 and in lines 8-21 of column 14). 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and • 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 1-2, 4-9, 13, 15-16, 18-20 and 22-23 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Aoyama et al. (US 5921938 A) in view of Goedeke (US 
5904708 A). 

1 1 . Aoyama et al. teaches a method comprising: 

a. detecting a first time output from the clock of an implantable medical 
device at a first time, detecting a first time output from a reference clock at the 
first time; detecting a second time output from ttje clock of the implantable 
medical device at a second time, detecting a second time output from the 
reference clock; arid calculating the drift based on the difference between the 
second time output from the clock of the- implantable medical device and the 
second time output from the reference clock (as described in claims 1-2, 5, 6. 8, 
10-16 and 26); 

b. generating a correction factor to correct for the drift and correlating time 
data from the clock to a reference time frame by correcting for the drift (as 
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described in lines 6-21 of column 7 and in lines 42-45 of column 8 describing an 
alternate embodiment); 

c. wherein the time data is received at a programmer and then correlated (as 
described in lines 25-37 of column 7); 

d. programming the implantable medical device with the correction factor (as 
described in claims 5, 8 and 11); 

e. wherein identifying lost time includes identifying periods of therapy 
delivery (as described in lines 40-45 of column 1 and in lines 9-15 of column 8); 

f. wherein correcting includes modifying data from the implantable medical 
device with a positive or negative time difference so that time is added or 
subtracted from the data temporally proximate wherein the time was lost or 
gained (as seen in Figures 2B and 3); 

g. wherein the method instructions are contained on a computer readable 
medium that when executed on an electronic device, causes the electronic 
device to perform functions according to the instructions (as described in lines 1- 
63 of column 4 and in lines 26-34 of column 5); 

h. wherein the programmer comprises a communication link 
communicatively coupleable to a medical device capable of receiving time data 
from the device, a reference clock providing reference time data, and a 
calibrating module that receives the device time data and the reference time 
data, measures drift in the device data and generates a correction factor (as 
described in lines 6-20 and 31-44 of column 7); and 
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i. wherein the calibrating module is operatively coupled with the 
communication link so that the correction factor is programmed into the device, 
wherein the correction factor may be determined by an algorithm indicating a 
positive or negative time difference (as described in claims 1-2, 5, 6, 8, 10, 1 2- 
13, 15 and 26). 

1 2. While Aoyama et al. teaches that the medical device may be a defibrillator or a 
monitor having a clock, implantable devices are not expressly taught nor is it expressly 
taught that the clock is an oscillator. 

1 3. Goedeke teaches time synchronization of a clock (138) of an implantable medical 
device (100) with an external reference clock (as described in lines 52-62 of column 9), 
wherein the implantable medical device (100) may be a defibrillator (as described by the 
embodiment in lines 19-26 of column 1). Goedeke further teaches that the clock (138) of 
the implantable device (100) is an oscillator (138) (as described in lines 28-29 of column 
10) (as seen in Figures 1 and 2) connected to a circuit having a programming means for 
correlating the frequency to a standard time format (as described in lines 49-65 of 
column 10). 

14. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a method similar to that of Aoyama et al. to synchronize the clock of an 
implantable medical device similar to the method of Goedeke in order to ensure that the 
data received from the implantable medical device accurately reflects the sequence of 
treatment or use of the implantable medical device which directly reflects and/or 
indicates the health of the patient. Furthermore, electronic clocks comprising crystals or 
oscillators were commonly used in implantable devices at the time of the invention. 
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15. Claims 15 aiid 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over MacDuff et al. (US 6041257 A) in view of Goedeke (US 5904708 A). 

16. MacDuff et al. teaches an pi-ogrammer confiprising: 

a. a comnnunication link communicatively coupleable to an implantable 
medical device capable of receiving time data from the implantable medical 

I 

device, a reference clock, measuring means capable of determining an amount 
of drift or lost time in the time data relative to the reference clock time, and a 
calibrating module that receives the implantable medical device time data and 
the reference time data, wherein the programmer generates a correction factor 
(as described in lines 45-62 of column 3 and in lines 17-34 and 41-45 of column 
6); . 

b. wherein the calibrating module measures drift based on an algorithm that 
detennines a slope of a divergence between the implantable medical device time 
data and the reference data (as described in columns 9 and 10) (as seen in 
Figures 7-13). 

1 7. While MacDuff et al. teaches that the'medical device may be a device such as a 
defibrillator (as described in lines 22-25 of column 13), implantable devices are not 
expressly taught. 

1.8. Goedeke teaches time synchronization of a clock (1 38) of an implantable medical 
device (100) with an external reference clock (as described in lines 52-62 of column 9), 
wherein the implantable medical device (100) is a defibrillator (as described by the 
embodiment in lines 19-26 of column 1). 
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19. It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a method similar to that of MacDuff et al. to synchronize the clock of an 
implantable medical device similar to the method of Goedeke in order to ensure that the 
data received from the implantable medical device accurately reflects the sequence of 
treatment or use of the implantable medical device which directly reflects and/or 
indicates the health of the patient. 

Allowable Subject Matter 

20. Claims 3, 12 and 21 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the . 
limitations of the base claim and any intervening claims. 

21 . Regarding claims 3 and 21 , none of the prior art of record teaches or fairly 
suggests a method or a computer readable medium containing instructions for the 
executable method comprising measuring drift of a clock within an implantable medical 
device and generating a correction factor to correct for the drift; wherein measuring 
comprises detecting a first and second time output from the clock of the implantable 
medical device at a first and second time, respectively, and detecting a first and second 
time output from a reference clock at the same first and second respective times; and 
calculating the drift by determining a slope of a divergence between a first timeline 
defined between the first and second time for the clock of the implantable medical 
device and a second timeline defined between the first and second time for the 
reference clock. 
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22. Regarding claim 12, none of tlie prior art of record teaches or fairly suggests an 
apparatus for correlating time data from an implantable medical device comprising 
communication means, measuring means, correction means, and means for 
determining differences between the time data and the reference time due to time zone 
variations and means for modifying the time data to eliminate the difference due to time 
zone variations. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Osorio et al. (US 2004/0133390 A1), Mazar (US 2004/01 16981 
A1) and Frei et al. (US 2004/0152958 Al) teach methods of analyzing transmitted times 
of medical devices. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sara Lustusky whose telephone number is (571) 272 
8965. The examiner can normally be reached on M-F: 9 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272 4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 



For more Information about the PAIR system, see http://pair-direct.uspto,gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Status information for unpublished applications Is available through Private PAIR only. 




Charles A. Marmor, II 
Supervisory Patent Examiner 
Art Unit 3735 
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